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Name of device: Trade/Proprietary Name: Reprocessed Ultrasound Catheter
Common or Usual Name: Diagnostic Ultrasound Transducer
Catheter
Classification Name: Catheter, Intravascular, Diagnostic

Predicate device:

K992631 AcuNav M Diagnostic Ultrasound Catheter

Device description: Diagnostic ultrasound catheters are specially designed
ultrasonic catheters that provide two-dimensional imaging using
an ultrasound transducer. The ultrasound transducer is at the
distal tip of the catheter and can be positioned for ultrasound
imaging by a steering mechanism that rotates the catheter tip
and variable deflection. Diagnostic ultrasound catheters
incorporate a handpiece, a flexible shaft and a distal tip section
containing an ultrasound transducer. The ultrasound catheter is
10 French with 90 cm insertion length.

Intended use: Reprocessed Diagnostic Ultrasound Catheters are intended for
intravascular or intracardiac ultrasound imaging in order to
provide visualization of vascular anatomy, cardiac and great
vessel anatomy and physiology, or other devices in the heart.
The device is intended for use in the right heart only.

Indications Reprocessed Diagnostic Ultrasound Catheters are indicated for
statement: visualization of vascular anatomy, cardiac and great vessel

anatomy and physiology, or other devices in the heart, as well
as measurement of blood flow. The Reprocessed Diagnostic
Ultrasound Catheter is intended for use in the right side of the
heart only.

Technological The design, materials, and intended use of Reprocessed
characteristics: Ultrasound Catheters are identical to the predicate devices. The
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mechanism of action of Reprocessed Ultrasound Catheters is
identical to the predicate devices in that the same standard
mechanical design, materials and sizes are utilized. There are
no changes to the claims, intended use, clinical applications,
patient population, performance specifications, or method of
operation.

Alliance Medical Corporation's reprocessing of ultrasound
catheters includes removal of adherent visible soil and
decontamination. Each individual ultrasound catheter is tested
for appropriate function of its components prior to packaging
and labeling operations.

Performance data: Bench and laboratory testing was conducted to demonstrate
performance (safety and effectiveness) of the Reprocessed
Ultrasound Catheters.

* Biocompatibility
* Validation of reprocessing
* Sterilization Validation
* Function test(s)
* Packaging Validation

Performance testing demonstrates that Reprocessed Ultrasound
Catheters perform as originally intended.

Conclusion: Alliance Medical Corporation concludes that the modified device
(the Reprocessed Ultrasound Catheter) is safe, effective and
substantially equivalent to the predicate devices as described
herein.
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